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Status 

Responsive to communications) filed on 27June2QQZ- 

. ■ c ,mai 2Wia This action is non-final. 

2a)D This action is FINAL. prosecution as to the ments is 

Disposition of Claims 

m Claim(s) is/are pending in the application. 

4a) Of the above claim(s) 1<M3 is/are withdrawn from consideration. 

5)D Claim(s) is/are allowed. 

B)|3 Claim(s)l^andJ£16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) n C .aim(s) are subject to restriction and/or e.ect,on requirement. 

Application Papers 
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HO The proposed drawing correct.on filed on is. aju *w 
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DETAILED ACTION 



1. Claims 1-16 are pending. 

i n,i m «l 9 and 14-16 drawn to a stabilized protein 
o Aonlicant's election with traverse of Group I, Claims 1-9 and 

acknowledged. The traversal is on the grounds that (1) it would n 

• rtrmme I and Group II at one time even though it includes 
Office to search the art concerning Groups I and Group 

+ ;™e ThU is not found persuasive because ot the reasons 
claims to independent or distinct inventions. This is not rounu P 

claims to i P ^tions of Groups III are unrelated. Inventions are 

set forth in the restriction mailed 5/7/U2. invention* ui y 

Wore.theyarepafcntablydisUnct. Furmer, Groups, and., are drawr, to 

Group n is still deemed proper and is therefore made FINAL. 

3 . Claims 10-13 are withdraw from further consideration by the examiner, 37 C.F.R. 1142(b) as 

being drawn to non-elected invention. 
4 clain.l-9a„dl4-164a,r^o„*especieso f ar g imnea S u»anunoacid.sucroseas,he 

Tcchande as the Hood doom, faOor and FV... (Facto, VDO as the specific protetn are be,ug 

acted upon in this Office Action. 

guidance. Please see Arrangement of the Spectfication ind,cate<l below. 
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application. 

Arrangement of the Specification 

•fi^*™ nf a utility application should include 
As provided m 37 CFR 1 .77(b) the g^J^^^pS in upper case without 
the followmg sections in order. Each of ^^S^ ^section heading, the phrase 

DEVELOPMENT. MiTFRlAL SUBMITTED ON A COMPACT 

Ml INCORPORATION-BY-REFERENCE ,OF ^JEWAL ™L* program < 37 
(<i) W D«C (See 37 CFR ..52(e)(5) £ M» « ( ° C-J^ P£ ^ ^ 5 „ pages 

?^ASisSS^ Mi-,,fc, * , '" ,,J 

fe^ BACKGROUND OF THE INVENTION. 

1 98 

JSiSSs' 1 '"™ 

electronic document on compact disc). 
a„,ead th. specification to provide support for sard phrase. 
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, ThetoU ow tag isa^ono ffl ,eapp^pa I a gra pbsof3 5U .S.C. 1 02 tha, form the basis 
So, the rejections under this section made in this Office Action: 

9. Clanns 1-6, 8, and 14-13 are reject under 35 U.S.C. 102(b) as being anticipated by US PatNo 
4 623,717 (Nov 1986, PTO 1449). 

' The '717 patent teaches a method of making a subilized protein preparatton wtach 

which is a saccharide (column 5, Ime 1, column S, .ine 46-54, in particular) as a nu^ wrtit 

more man 03 mo W of one or more amino acids such as argimne and contants * 

(S ee column , ,. line 50-56, See claims of '7,7, m particular). The reference 

preparation con*uns protein selecKd from the Us, blcod clotting factor such as Factor VII, (See 

LL 8 , hue 53, m particular,. The reference sacchande ts present m the amount rangu, , * - 

„ 8 g/ ml , M1 .5 g /m 1 ,»hichisa, 1 ea S ,0,g / m 1 asrec,ed,»c to 3(Seecolunm9,lmes30-62,m 

particular). The reference teaches stabile protein preparation census 

column 5, , ine 4,-44, m particular,, which is more than 0, mo.1 ,M) as reCed m Carm 

60 °C, whtch is wrtiunthe clatmed raugeof 40 to 95 K for ap^nod of 5 to 50 hours See column 
9 ,me55,mpartic^)orheatinga,a tt mpera W reofabou,60to75Cforaperiodofahou,10 

hlurs (See column 5, imes 54-57, in particular). The reference expands «he reference 

1 . j ^unnxmnl/l Thus, the reference teachings 

range of 0.8 M to read on the claimed more than 0.8 mol/l mj. , 

anticipate the claimed invention. 

10. Claims 1-2, 6, 8 and 14-15 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 
0077355 Bl (April 27, 1983, PTO 892). 

The EP 0077355 Bl publication teaches a stabilized protein preparation such as one or 
more of blood clotting factors such as factor VIII, FVfl, FX and their combination thereof (See 
page 14 clann 7 of EP 0077355 Bl, in particular) which protected against a loss of activity 
during pasteurization by adding stabilizers such as one or more amino acid such as glycine, 
proline or other amino acid (See claim 1 1 of EP 0077355 Bl, in particular) and one or more 
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sacchande such as non-reducng monosaccharide, oligosaccharide, am**. «d sorbitol (See 
^Tz of EP 0077355 Bl, rn parttcular). The reference am.no acids are present m an amount 

,ine52 in particular). Clarm Us included in dns rejection because fte reference caches fte 
other amino acids fta, are no. glycine or proline and the reference preparation ts free of 
a„ ti (hrombmm(See P a 8 e,4,clai m 9ofEP0077355Bl > inpardcular^ preference 
prepaouonWudesheat— a,40 B8 0-Cforape ri odo f 5 to 200h„urs(Seeclam,s* 

21 of EP 0077355 Bl, in particular). T»e referee preparation includes filtered through a s en* 
finer (See claim , 8 ofEP0077355Bl,in particular). Thus, fte reference teachings annate fte 

claimed invention. 

„. Thefollowing 1S a^^^ 103(a) mat form the basts 

for the rejections under this section made in tins Office Action: 

A nerson shall be entitled to a patent unless: ie ^ U ;„ 
iJUTm of this tide, if «« tSXlT^SL the irLti™ ™" ™de.<° > P™ 

manner in which the invention was made. 

n This app.icat.on currenUy names join, rnventors. considenng Paternity of fte Cairns under 
35USC mSfaXtheexaminerpresumesftatftesubjearnarterofftevariousclaunswas 
commonly owned at the time any inventions covered therein were made absent any evdenceto 
the contrary. Apphcan, ,s advtsed of fte oblrgatfon under 37 CFR 1.56 to point outthe tnventor 
and rnvenfon dates of each clarm ft* was not commonly o«ed a, fte tmre a later tnvenrion « 
»* in order for fte exammer to consider fte applicability of 35 U.S.C. 103(c) and potent*, 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

13 Claimsl 7 9 14 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over US Pat 
HzU' (Nov 19S6, PTO 1449) in view of US Pat No 4,960,757 (Oct 1990, PTO 1449, 
The teachings of the '717 patent have been discussed supra. 

The clanned mvention as recited in claims 7 and 1 6 differs from the reference only that 
the preparation further comprises a soluble calcrom salt in an amount of at least 0 .5 mmoVl. 

The claimed invention as recited in clatm 9 dtffers from the reference only that the 
preparation further compnses a soluble calctum salt in an amount of at least 1.0 mmol/1. 
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14. 



The '757 patent teaches a stabilized protein preparation such as a pasteurized human 
fibrinogen or factor VIII (See column 2, Ime 48, m paxticular) which protected against a loss of 
activity during pasteurization by adding stabilizers such as sucrose which * a sacchande m the 
amount of 35 to 60 g/100 ml and ammo add such as glycine at 0.5 to 3 moles/1. The reference 
preparation further compnses soluble calcium salt such as 5 mmoles/1 of CaCl 2 , which is at least 
0 5 or at least 1 .0 mmol/1 (column 2, line55-68, in particular). The reference stabilized protem 
preparation has good solubility and is useful for as an infusion solution in a very broad 
therapeutic field (See column 2, line 33-36, in particular). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to include soluble calcium such as calcium chloride (CaCl 2 ) as 
taught by the '757 patent in the stabilized protein preparation as taught by the '717 patent for a 
stabilized protein preparation which protected against a loss of activity during pasteurization by 
the addition of stabilizers which comprise any saccharide as a mixture with more than 0.5 mol/1 
of lysine or arginine, glycine and soluble calcium salt as taught by the '717 patent and the '757 
patent From the combined teachings of the references, it is apparent that one of ordmary skill m 
the art would have had a reasonable expectation of success in producing the claimed invention. 

One having ordinary skill in the art would have been motivated to do this because the 
'757 patent teaches any stabilized protein preparation that has calcium salt (good solubility) is 
useful for as an infusion solution in a very broad therapeutic field (See column 2, hne 33-36, m 
particular) In re Kerkhoven, 205USPQ 1069 (CCPA 1980), recognized that "It is prima facie 
obvious to combine two compositions each of which is taught by the prior art to be useful for the 
same purpose, in order to form a third composition to be used for the very same purpose ... [T]he 
xdea of combining them flows logically from their having being individually taught in the prior 
art" (see MPEP 2144.06). 

Claims 1 3-5 7 9 14 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over EP 
0077355 Bl (April 27, 1983, PTO 892) in view of US Pat No 4,623,717 (Nov 1986, PTO 1449) 
and US Pat No 4,960,757 (Oct 1990, PTO 1449). 

The teachings of the EP 0077355 Bl have been discussed supra. 

The claimed invention as recited in claim 3 differs from the reference only that the 
saccharide is in an amount of at least 0 .5 g/ml. 
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The claimed Mi as recited in claim 4 differ, from terferenoeomyfta.te 

saccharideistaanamountofatleastl.Og/ml. 

^c^invcrfonasrec.cdmcla.mSd.frc.from.hercfcrcnceonlyma.mc 

sa ccliarideUtaanamountofmorethanl.5g/ml. 

* claimed — as recned in clauns 7 and .6 differs from me reference on* ma, 

the preparation f^her comprises a soluble calcum sal, in an amount of a, ,eas, 0M 
Tll ecla m edmven n onasrechedmclaim9 m ffersfrommerefere»ceon 1 ym» m e 

preparation farmer comprises a soluble calcium sal, m an amoun, of a, .eas, 1 0 mmoR 

protect agams, a loss of activny during pasteurization by addmg sfchrhzers such as sucrose 

more man 0 .5 mol, of one or more amino acrds such as argmme and conmms no auu-mrombm 
ffl (See column .1, Ime 50-5,, See claims of '717, m particular, The referent :saccharK b- 

g ,ml(Seeco,umn9,lmes30-62,mpa« 1 cu b r). The '7.7 paten, teaches me advance of * 
Lrmally suble and pas.euri.ed protein preparation is useful for merapeutics w«h — 1- 

line 13-23, in particular). 

The "757 patent teaches a stabilized protem preparation such as a pasteunzed human 

^ dunng pa—on by adding seizes such as sucrose which is a sacchande rn me 
II of 35 to 60 s/100 m, -d glycine a. 0.5 to 3 moles/, as sfcbilizers and farmer composes 
soluble calcium sal. such as 5 mmoles/1 of CaCl» wmcb is a, leas, 0.5 or at leas, U> mmol/1 
(c „,unm2,line5 5 -6 8 ,mparticular). The reference subilrzed prcein prepa.tion has good 
solubility arrd is useful as an mfasion solution m a very broad therapeutic field (See column 2, 

line 33-36, in particular). 

Therefore, „ would have been chvtous to one of ordmary skill inme art a,metimefhe 
mention was made to mclude any saccharide in the amount of a, least 0.5 g/m! or aUeasU . 
g^lormorethan 1.5 g/rnl as .ugh. by me TO patent and any so,»b.e cafcnrm sue ascalcmm 

Z pal for a stabilized protem preparation which , protected agams. a loss of activny unng 
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n win P and soluble calcium salt as taught by the EP 
0077355 Bl patent, the '717 patent and the 757 patent rrom 
ILces, L appare* - - * skill m the art wo* have had a reasonable 

elation of success inproducmgthe claimed inventton. 

One having ordinal ski. ,n the art would have bee. motrvaterl to do thrs becaus the 

Weaed by the hepatrtis vims (See column 4, hue 13-23, utpartrcular). The 
Kerkhoven 205USPQ 1069 (CCPA 1980), recognized that It is prima 

MPEP 2144.06). 



15, No claim is allowed. 

be directed to "Neon" Phuong Huynh whose telephone number rs (703) 308 4844. 

„nd, me examine* supervisor, Ch«na Chaucanbe 

Technology Center 1600 receptionist whose telephone number * (703) 308-0196. 
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17 Papers related to this application may be submitted to Technology Center 1600 by facsimile 

transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax Center located 
in Crystal Mall 1 . The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone number is (703) 
305-7401. 



Phuong N. Huynh, Ph.D. 
Patent Examiner 

Technology Center 1 600 W^S^QwT^^^ 
September 30, 2002 SUPERVISORY PATENT EXAMINER 

TECHNOLOGY CENTER 1600 




